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Date Summary Prepared June 9, 2011l

Manufacturer/Distributtor Arthrex, Inc.
/Sponsor 1370 Creekside Boulevard

Naples, FL 34 108-1945 USA

510(k) Contact Courtney Smith
Manager, Regulatory Affairs

Arthrex, Inc.
1370 Creekside Boulevard
Naples, FL 34108-1945 USA

Telephone: 239/643.5553, ext. 1720
Fax: 239/598.5508
Email: courtnevysmith~a)arthrex.com

Trade Name Graft-Anchor

Common Name Screw, Fixation, Bone

Product Code - HWC - Screw, fixation, bone
Class~fication Name MBI - Fastener, fixation, nondegradable, soft tissue

21 CFR 888.3030: Single/multiple component metallic bone
fixation appliances and accessonies.
21 CFR 888.3040: Smooth or threaded metallic bone fixation

Pre dicate Devices K0634 79: Arthrex Mini PushLock

Device Description and The Arthrex Graft-Anchor is a one-piece titanium "push-in"

Intended Use anchor and comes pre-loaded on a driver.

The Arthrex Graft-Anchor is intended to be used for suture or
tissue fixation in the foot/ankle, knee, hand/wrist, elbow, and
shoulder.

Substantial Equivalence The Arthrex Graft-Anchor is substantially equivalent to the
Summary Arthrex Mini PushLock predicate, in which the basic features,

and intended uses are the same. Any differences between the
Graft-Anchor and the predicate are considered minor and do not
raise questions concerning safety and effectiveness.
The mechanical testing demonstrates that the pull-out strength of
the proposed devices meets or exceeds the pull-out strength of
the predicate device. Based on the indication for use,
technological characteristics, and the comparison to the predicate
device, Arthrex, Inc. has determined that the Arthrex Graft-
Anchor is substantially equivalent to currently marketed
predicate device.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hecalth S'ervice

Foond and DIrug Admillisirlion
10903 Ne"w I ampshire Avenue
Docurent Cotwto Room -\WC)66-C609
SilI ci Spring. \11I) 20993-0002

Arthrex, Inc.
%/ M']s. Courtney Smi th
Mvanager Regulatory A ffairs
13 70 Creekside Boulevard AlAG 19 ),1
Naples, Florida 34 108-1 945

Re: K 111661
TFrade/Device Name: Arthrex Graft-Anchors
Regulation Number: 21 CER 888.3040
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Dear Ms. Smith:

We have reviewed your' Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a preiiarket approval application (lPMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
ad ulterati on.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMNA), it
mlay be subject to additional controls. Existing major regulations affecting Your device Canl be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA mlay
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mnean
that FDA has made a determination that Your device complies wvith other requiremlents of the Act
or any Federal statutes and regulations administered by other Federal agencies. YOU muILst
comply with all the Act's requiremen~lts, itncl ud ing, but not limi ted to: registration and listing (21
CFRZ Part 807); labeling (21 CFR Part 80]); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set
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forth in the qualIity systems (QS) reglIationl (2 1 CF R Part 820); a nd if applIi cable , the elIectronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice For your device onl our labeling reguLlation (21 CFR [Part 801), please
go to littpi/Hww\w\.tfdai.go\/AbOultFD-A/CenitersOilfices/CDRL-I/CD)R1-10tfices/Licmi 115 809.hrn) f'or
the Center for Devices and Radiological Health's (CDRIl-I's) Office of Compliance. Also, please
note the regulation entitled, "M'!isbranding by reference to prelirlet notifi cation" (2 1C FR Part
807.97). For questions regarding the reporting of'adIverse events Under the MDR reCgulation (21
CFR Part 803), please go to
hitil)://\v\wx.fda.Lov,/iedicalDe\,ices/Saftv /Repoitallrobleii/lefaul~lt.hrtml for the CDOTS Office
of Surveillance and Biomnetrics/Division of Posimarket Surveillance.

You may obtain other general in formation on your responsibilities Under the Act fromt the
Division of Small Manufacturers. International and Con1sumer Assistance at its toll-f'ree nu1-mber
(800) 638-20 41 or (301) 796-7100 or at its Internet address
littp)://www. fda.gov/M~edicalDeVieCS/IZeSOur'cesfo01YOu/lInCuStl'V/CIefau~lt.hltll.

Sincerely yours,

J rMark N. NMelkerson
Director
Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device E valuation
Center for Devices and

Radiological H-ealth

Enclosure
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Indications for Use

510(k) Number: K111661

Device Name: Arthrex Gra fl-Anchor

Indications For Use:

Indications for Use:
The Arthrex Graft-Anchor is intended to be used for suture or tissue fixation in the
foot/ankle, knee, hand/wrist, elbow, and shoulder. Specific indications are listed below:

Elbow: Biceps Tendon Reattachment, Ulnar or Radial Collateral Ligament
Reconstruction

Shoulder: Rotator Cuff Repair, Bankart Repair, SLAP Lesion Repair, Biceps
Tenodesis, Acromio-Clavicular Separation Repair, Deltoid Repair,
Capsular Shift or Capsulolabral Reconstruction

Hand/ Wrist: Scapholunate Ligament Reconstruction, Repair/Reconstruction of
collateral ligaments, Repair of Flexor and Extensor Tendons at the PIP,
DIP and MCP joints for all digits, digital tendon transfers, Carpal
Ligament Reconstruction and Carpometacarpal joint arthroplasty (basal4
thumb joint arthroplasty)

Foot/Ankle: Lateral Stabilization, Medial Stabilization, Achilles Tendon Repair,
Metatarsal Ligament Repair, Hallux Valgus reconstruction, digital
tendon transfers, Mid-foot reconstruction

Knee: Medial Collateral Ligament Repair, Lateral Collateral Ligament Repair,
Patellar Tendon Repair, Posterior Oblique Ligament Repair, Iliotibial
Band Tenodesis

Prescription Use X CAND/OR Over-The-Counter Use ____

(Per 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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